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- Th MAILING DATE of this communication appears on th cover sh of with the correspondence address 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- tf NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
• Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 

earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )K1 Responsive to communication(s) filed on 21 July 2003 . ^ 
2a)[3 This action is FINAL. 2b)n This action is non-final. 

3) 0 Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Exparfe Quayle, 1935 CD. 11, 453 O.G. 213. 
Disposition of Claims 

4) 13 Claim(s) 26-32 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) 13 Claim(s) 26-32 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10) 0 The drawing(s) filed on is/are: a)n accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

11) 0 The proposed drawing correction filed on is: a)n approved b)n disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) 0 The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

1 3) 0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C, § 1 1 9(a)-(d) or (f). 
- a)nAII b)n Some*c)n None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received In this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 . 

Attach ment(s) 

1) n Notice of References Cited (PTO-892) 4) [U Interview Summary (PTO-413) Paper No(s). . 

2) n Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) CH Notice of Informal Patent Application (PTO-1 52) 

3) O Information Disclosure Statement(s) (PTO-1449) Paper No(s) . 6) CI Other: 
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Art Unit: 1647 

DETAILED ACTION 

The amendment filed July 21, 2003 has been entered. Claims 26-32 are pending and 
being examined. 

Maintained Formal Matters, Objections, and/or Rejections: 

Claim Rejections - 35 USC §§ 102, 103 

Claims 26-32 are rejected under 35 U.S.C. 102(e) as anticipated by or, in the altemative, 
under 35 U.S.C. 103(a) as obvious over Builder (al3) in view of Rudolf (ul3). 

Claims 26-32 are rejected under 35 U.S.C. 103(a) as being unpatentable over Builder 
(al3) in view of Rudolf (ul3). 

Applicant argues that the transitional phrase "consisting essentially of in the present 
claims excludes the additional components in the buffer used in Builder's process. Apphcant's 
arguments have been fully considered but they are not persuasive. According to MPEP § 
21 1 1.03, the transitional phrase "consisting essentially of limits the scope of a claim to the 
specified materials or steps "and those that do not materially affect the basic and novel 
characteristic(s)" of the claimed invention. In re Herz, 537 F.2d 549, 551-52,190 USPQ 461, 
463 (CCPA 1976). The basic and novel characteristic of the presently claimed invention is to a 
method of producing a dimeric, biologically active TGF-p2 or TGF-p3 utilizing a folding buffer 
comprising reduced glutathione and DMSO, DMF, or a mixture of DMSO and DMF. The 
examiner characterizes the basic and novel characteristic of the presently claimed invention as 
"comprising" reduced glutathione and DMSO, DMF, or a mixture of DMSO and DMF because 
the present claims do not recite "consisting" of reduced glutathione and DMSO, DMF, or a 
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mixture of DMSO and DMF. Builder teaches a method of producing a dimeric, biologically 
active TGF-p2 or TGF-p3 utilizing a folding buffer comprising reduced glutathione and DMSO 
or DMF. Accordingly, the basic and novel characteristic of the presently claimed invention is 
the same as that taught by Builder because no evidence has been offered that the additional 
ingredients in the buffer used in Builder's process affect the basic and novel characteristic of the 
claimed invention. Therefore, these rejections are maintained. 

Double Patenting 

Claims 26-32 are rejected under the judicially created doctrine of obviousness-type 
double patenting as being unpatentable over claims 1, 2, 8-23 of U.S. Patent No. 6,057,430 
(bl3). 

Applicant argues that a terminal disclaimer disclaiming any portion of the term of a 
patent issuing out of the present application was filed in parent application 09/316,724. 
Applicant's arguments have been fully considered but they are not persuasive. The examiner is 
not aware of any provision for a terminal disclaimer filed in a parent application to have any 
effect in a patent issuing out of child application so as to prevent the xmjustified or improper 
timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. Accordingly, this rejection is maintained. 
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Conclusion 



No claims are allowable. 



TfflS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 



Any inquiry concerning this communication or earlier communications from the examiner should be directed to 
David S. Romeo whose telephone number is (703) 305-4050. The examiner can normally be reached on Monday through 
Friday from 7:30 a.m. to 4:00 p.m. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, Gary Kunz, can be 
reached on (703) 308-4623. 

IF SUBMITTING OFFICIAL CORRESPONDENCE BY FAX, APPLICANTS ARE ENCOURAGED TO SUBMIT OFFICIAL CORRESPONDENCE TO 
THE FOLLOWING TO 1600 BEFORE AND AFTER FiNAL RIGHTFAX NUMBERS: 

Before Final (703) 872-9306 
After Final (703) 872-9307 

In ADDITION TO THE OFFICIAL RIGHTFAX NUMBERS ABOVE, THE TC 1600 FAX CENTER HAS THE FOLLOWING OFFICIAL FAX 
NUMBERS: (703) 305-3592. (703) 308-4242 AND (703) 305-3014. 

Customers are also advised to use Certificate of Facsimile procedures when submitting a reply to a non-final 
OR FINAL Office action by facsimile (see 37 CFR 1 .6 and 1 .8). 

Faxed draft or informal communications should be directed to the examiner at (703) 308-0294. 

Any inquiry of a general nature or relating to the status of this application or proceeding should be directed 
to the Group receptionist whose telephone number is (703) 308-01 96. 




David Romeo 
Primary Examiner 
Art Unit 1647 



DSR 

October 22, 2003 



